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L Basis of the report 



i 1. With regard to the elements of the international application:* 
the international application as originally filed 



□ 



□ 



the description: 

pages 

pages 

pages 



, as originally filed 

, filed with the demand 



, filed with the letter of 



the claims: 



pages 
pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



..filed with the letter of 



j~| the drawings: 



, as originally filed 
, filed with the demand 



filed with the letter of 



j | the sequence listing part of the description: 



, as originally filed 

_ , filed with the demand 



_, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. w u:~u ; Q . 

These elements were available or furnished to this Authority in the following language _ wmcn K 

| 1 the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

[ | the language of publication of the international application (under Rule 48.3(b)). 

|~| the language of the translation furnished for the purposes of international prelirninary exanunation (under Rule 55.2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

| | contained in the international application in written form. 

| | filed together with the international application in computer readable form. 

[ | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 
□ 



The amendments have resulted in the cancellation of: 

I I the description, pages _ 

I 1 the claims, Nos. __ 

the drawings, sheets/fig 



□ This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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IV. Lack of unity of invention 



1. In response to the invitation to restrict or pay additional fees the applicant has: 
I | restricted the claims. 
I I paid additional fees. 
I I paid additional fees under protest 

□ 

neither restricted nor paid additional fees. 

fwl This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 68. 1 , 
L - k_jJ not to invite the applicant to restrict or pay additional fees. 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
complied with. 

not complied with for the following reasons: 

See supplemental sheet 



4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report 



all parts. 

□ 

the parts relating to claims Nos. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: IV . 3 . 



The inventions set forth in claims 1-8 and 11 
relate to medicaments which include a retinoid or 
regulator of retinoid action as an active ingredient, for 
preventing and/or treating vascular disease. 

The inventions set forth in claims 9 and 10 relate 
to medicaments which include a retinoid or regulator of 
retinoid action as an active ingredient, for preventing 
and/or treating cardiac hypertrophy 

The invention set forth in claim 12 relates to 
intravascular stents or intravascular balloon catheters 
containing a medicament which includes a retinoid or 
regulator of retinoid action as an active ingredient. 

The feature common to claims 1-12 is medicaments 
which include a retinoid or regulator of retinoid action 
as an active ingredient; however, it has become clear 
that this has been disclosed in the literature and is not 
novel (see document 1 (WO 95/03036 Al) and document 2 (WO 
00/010552 A2) , etc.) 

As a result, medicaments which include a retinoid 
or regulator of retinoid action as an active ingredient 
do not make a contribution over the prior art, and this 
shared feature cannot be considered a special technical 
feature . 

There is no other feature common to all of the 
claims, and no other shared feature that can be 
considered a special technical feature. The present 
application thus includes three groups of inventions. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



5, 11 



1-4, 6-10, 12 



1-12 



1-12 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 
Document 1 : 



Document 2 : 



Document 3 : 



Document 4 : 



WO 95/03036 Al (Angiogenesis Technologies, 
Inc.), 2 February 1995 

WO 00/010552 A2 (Globar Vascular Concepts, 
Inc.) , 2 March 2000 

WO 01/034132 A2 (Pharmacia Corporation) , 17 
May 2001 

V. Haxsen, "Retinoids inhibit the actions of 
angiotensin II on vascular smooth muscle 
cells", Circulation Research (2001), Vol. 88, 
No. 6, pp. 637-644 
Document 5: H. Kagetika, "Retinobenzoic acids. I. 

Structure-activity relationships of aromatic 
amides with retinoidal activity", J. Med. 
Chem., 1988, Vol. 31, No. 11, pp. 2182-2192 
K. Murakami, "Inhibition of angiogenesis and 
intrahepatic growth of colon cancer by TAC- 
101", Clinical Cancer Research (1999), Vol. 
5, No. 9, pp. 2304-2310 

M. D. Zhou, "Retinoid-dependent pathways 
suppress myocardial cell hypertrophy", Proc. 
Natl. Acad. Sci. USA (1995), Vol. 92, No. 16, 
pp. 7391-7395 

JP 10-265381 A (Sankyo Co., Ltd.), 6 October 
1998 



Document 6: 



Document 7 ; 



Document 8 : 
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Document 9: JP 2002-095756 A (Terumo Corp.)/ 2 April 2002 



[1] The inventions set forth in claims 1-4 , 6-8 and 12 
are not novel and do not involve an inventive step in the 
light of documents 1-3 above, cited in the international 
search report. 

Documents 1-3 disclose medicaments for preventing 
and/or treating vascular disease, wherein the medicaments 
include as an active ingredient a substance which is 
selected from a set comprising retinoids and regulators of 
retinoid action, and which substantially does not act to 
suppress the proliferation of vascular endothelial cells 
and substantially does act to suppress the proliferation 
of vascular smooth muscle cells; they also disclose 
inclusion of such medicaments in stents or the like in 
sustained release form in order to prevent vascular 
restenosis by means of intravascular stents (see document 
1, claims 3 and 18; document 2, claims 1, 4 and 5; and 
document 3, claims 1 and 68) . 

[2] The invention set forth in claim 1 is not novel and 
does not involve an inventive step in the light of 
document 4, cited in the international search report. 

Document 4 discloses medicaments for preventing 
and/or treating vascular disease, wherein the medicaments 
include as an active ingredient a substance which is 
selected from a set comprising retinoids and regulators of 
retinoid action, and which substantially does not act to 
suppress the proliferation of vascular endothelial cells 
and substantially does act to suppress the proliferation 
of vascular smooth muscle cells (see page 637) . 



[3] The invention set forth in claim 5 does not involve 
an inventive step in the light of documents 1-4 above and 
documents 5 and 6, cited in the international search 
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See [1] and [2] above. 

Documents 5 and 6 disclose 4- [ (5, 6, 7, 8-tetrahydro- 
5, 5, 8, 8-tetramethyl-2-naphthalenyl) carbamoyl] benzoic acid 
and 4- [ [ [3, 5-bis (trimethylsilyl) phenyl] carbonyl] amino] - 
benzoic acid, respectively, as substances having retinoic 
acid-like physiological activity (see document 5, pages 
2182-2192; and document 6, pages 2304-2310) . 

Given this, a person skilled in the art could easily 
use these substances having retinoic acid-like 
physiological activity as a retinoid mentioned in 
documents 1-3. 

[4] The inventions set forth in claims 9 and 10 are not 
novel and do not involve an inventive step in the light of 
document 7, cited in the international search report. 

Document 7 discloses the usefulness of retinoids in 
the prevention and/ or treatment of cardiac hypertrophy 
(see pages 7391-7395) . 

[5] The invention set forth in claim 11 does not involve 
an inventive step in the light of document 7 above and 
documents 5 and 6 above. 
See [4] above. 

Documents 5 and 6 disclose 4- [ (5, 6, 7, 8-tetrahydro- 
5, 5, 8, 8-tetramethyl-2-naphthalenyl) carbamoyl] benzoic acid 
and 4- [ [ [3, 5-bis (trimethylsilyl) phenyl] carbonyl] amino] - 
benzoic acid, respectively, as substances having retinoic 
acid-like physiological activity (see document 5, pages 
2182-2192; and document 6, pages 2304-2310) . 

Given this, a person skilled in the art could easily 
use these substances having retinoic acid-like 
physiological activity as a retinoid mentioned in document 
7. 
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[6] The invention set forth in claim 12 does not involve 
an inventive step in the light of documents 8 and 9 above, 
cited in the international search report. 

Documents 8 and 9 disclose intravascular stents and 
intravascular balloon catheters containing a substance 
having retinoic acid-like physiological activity, in a 
form enabling sustained release into the blood (see 
document 8, claims 9 and 19, and columns 15-16; and 
document 9, column 2, example compound 324, and column 27, 
lines 47-50) . 
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VL Certain documents cited 



1. Certain published documents (Rule 70.10) 



Application No. 
Patent No. 



See supplemental sheet 
See supplemental sheet 
See supplemental sheet 



Publication date 
(day/month/year) 



Filing date 
(day/month/year) 



Priority date (valid claim) 
(day/month/year) 



2. Non-written disclosures (Rule 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non-written disclosure referring to non- written disclosure 

(day/month/year) (day/month/year) 
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JP 2002-320629 A 
(Terumo Corp.) 
EX 

JP 2003-033439 A 
(Terumo Corp.) 
EX 

JP 2003-93520 A 
(Terumo Corp.) 
EX 



05.11.02 



04.02.03 



02.04.03 



26.04.01 



24.07.01 



28.06.02 06.07.01 
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Certain observations on the international application 



he following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
i by the description, are made: 

Use of compounds other than 4- [ (5, 6, 7, 8-tetrahydro- 
5, 5, 8, 8-tetramethyl-2-naphthalenyl) carbamoyl] benzoic acid 
as a. retinoid or regulator of retinoid action in the 
inventions set forth in claims 1-12 is not fully supported 
by the description. 
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